ot 25.12.2023 N° 27040
(Bxopawmit M3 N=4271347)

COOTBETCTBYET 3KCNEPTHOMY OTYETY

MUHUCTEPCTBO 3/IPABOOXPAHEHWS POCCUMCKOM GEAEPAHIMIT

UHCTPYKIUSA
110 MEJJUIIMHCKOMY IIPUMEHEHHIO JTEKAPCTBEHHOTI'O IIPEIIAPATA
Cungpanon®

Perucrpauuonustii Homep: JII1-003786
ToproBoe HaHMeHOBaHHeE: Cunzpanon®

Mex/IyHapoaHOoe HeNaTeHTOBAHHOe HAHMEeHOBaHHe: PONHHUPO

Jlekapcrennasi popma: TaGJNETKH C MPOJOHTHPOBAHHLIM BHICBOOOXKICHUEM, NOKPLITHIE Mjie-
HOYHO 060104KOI

Cocras Ha 1 Tabiaerky:

Jleticmeyiouyee eeujecmeo. poNMHAPOIa TMAPoXiopua 2,28/4,56/9,121 mr, 4T0 COOTBETCTBYET pO-
nuHupona 2/4/8 mr.

Bchomozamenvhule eujecmea; METUIMETAKpUIATa, TPUMETHUIAMMOHHOITHIIMETAKpUIIATa X/10-
puza W oTuiakpuiata comomumep [2:0.1:1]  5,28/10,56/21,12 | MI;  THOpOMENo3a
89,955/179,91/359,819 mr; Hatpus naypwicyabdar  6,75/13.5/27  mr;  KOMOBMAOH
44,64/89,28/178,56 mr; MarHus creapat 1,095/2,19/4,38 mr.

O6onouka: onagpait I pososbiit 32K14834 (4,5 wmr)/onagpaii KenToBaTO-KOPHUIHEBbIH
0Y-27207 (9 mr)/onanpait kpacustit 03B25227 (18 mr).

Onagpaii I1 po3oserii 32K 14834: nakro3sl monoruapar 40 % (1,8 mr); runpomennosa-2910 (ru-
npomeiosa-15¢cP) 28 % (1,26 Mr); THTaHa AMOKCHA 23,46 % (1,0557 mr); Tpuauetud 8 % (0,36
MT); KpacuTeb skeie3a oken kpacHsii 0,54 % (0,0243 mr). |

Onagpait sxkentopato-kopuunesblit 0Y-27207: runpomeniosa-2910 (runpomesiosa-6¢P) 62,5 %
(5,625 mr); Tutana auokcua 21,25 % (1,9125 mr); Kpacutes CONHEUHBIH 3aKaT KENTHIN, aNlOMH-
uuesbiit nak (FD&C sxenrsiit #6) (E110) 9 % (0,81 Ml‘);rMaKpOI‘OH-400 6,25 % (0,5625 mr); un-
aurokapMus, amomunvessii nak (FD&C ronyboii #2) (E132) 1 % (0,09 mr).

Omagpaii kpacHblit 03B25227: runpomennosa-2910 (runpomennosa-6¢P) 62,5 % (11,25 mr); Tu-
taHa aquokeun 24,19 % (4,3542 Mr); makporon-400 6,25 % (1,125 mr); Kpacurenb xese3a OKCHA
kpacHbIii 6,14 % (1,105 Mr); KpacuTeNlb XKeJe3a OKCHA YepHBIH 0,89 % (0,1602 mr); KpacuTenp
xeneza okeun xenteiit 0,03 % (0,0054 mr).

Onucanue

Taéremiu 2 me: Kpyrible, ABOSKOBBIITYKJIbIE TabIETKH, MOKPHITHIE MIEHOUHOH 060104KOM po-
30Boro upeta. Ha nonepeyHoM paspese 84po MoyTH 6e10ro UBeTa.

Tabnemxu 4 me: TIpofonroBatbie, 1BOSKOBBINYK/Ible TAONETKH, NOKPHITHIE MJICHO4HOH 0601104~

KO CBETJIO-KOPUYHEBOTO LIBETA. Ha [oNepe4yHOM pa3pes€ aApo NoYTH OeJtoro uBeTa.
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Tabnemku 8 mz: Tlpogonroparbie, ABOSKOBbIMY KIIbIE TAONCTKH, TIOKPBITEIE TUICHO yHoItoboROH KO
OT KPacHOTO /10 KpacHOBATO-KOPUYHEBOro LBeta. Ha monepedHoM paspese AApo Mo4TH 6enoro

BETA.

(I)apmaKOTepaneBTuqecKaﬁ rpynna JEKApCTBEHHOI'0 npenapara: NMPOTHBONAPKHUHCOHHYC- .

CKO€ CpEACTBO - ﬂO(l)aMl/IHa aroHucCT

Koa ATX: N04BC04

®apMaKoJIOTHYECKHE CBOHCTBA
DapMaKoOUHAMUKA

MexadusMm AeHCTBHUS

Ponuuupon sBnsercss 3pQEeKTUBHBIM W BBICOKOCEIEKTHBHBIM HEIPTOMMHOBBIM aroHMCTOM D»-,
Ds- peuentopos.

Bonestb [TapkHHCOHA XapaKTepu3yeTcs BHIPAKEHHBIM AehuunToM Jodamuna B HUIPOCTPHAPHOM
cucteme. PorMHUPOS KOMIIEHCHPYET JaHHbIH A€QULMT MOCPEACTBOM CTUMYTHPOBAHHUS npopamu-
HOBBIX PELIENTOPOB B CTpHATYME.

PonuHupon oka3blBaeT JEHCTBME Ha YPOBHE THMOTanamyca runo¢u3sa, NoJasiisis CEKpELUIO
NpONaKTHHA.

DapmakokuHemuxka

dapMaKOKMHETHKA POMIMHUPONA CXOJHA Y 3[0POBbIX JOEH Y MALUMEHTOB C 6one3ubto [Tapkun-
coHa. BHOLOCTYNHOCTb ponuHKpoa cocTaBasieT npumepHo 50% (36-57%).

Beacwisanue

TMocse npueMa BHYTpb PONMHUPOA B TAGNETKAX 3aME/LIEHHOTO BbICBOOOXKACHHS €r0 KOHUEHTpa-
LM B TU1a3Me KPOBH MOBBILIAETCS MEANEHHO, CPE/IHEE BpeMs TOCTHIKCHHUS MAKCUMAITLHOW KOH-
ueHTpaumu (Tmax) cocTaBaseT 6 4. B paBHOBECHOM COCTOSHHM Y MALMEHTOB C 6one3Hbto [TapkuH-
COHa Noce NpUemMa BHYTPh 12 Mr ponvHHpONa OMH pa3 B CYTKH B COMETAHMH ¢ nuiieii, boratoit
)KMpaMH, HaGII0AI0Ch MOBBILLIEHHE CHCTEMHOM KCMNO3ULHUM POTIMHUPOIA, NIPH 3TOM 0TMEHaI0Ch
yBeJHYEHHE MUTOAAHN M0 KPUBOH «KOHIUICHTPALUA-BPEMSD) (AUC) 1 MakCUMaJILHOM KOHLICHTpa-
uuH (Cimax) Ha 20% H 44% COOTBETCTBEHHO, Tmax YANHHANOCH HA 3 4. OIHAKO B KIMHHYECKUX
uccenoBaHnAX SGEKTHBHOCTH U 6€30MaCHOCTH POMUHUPO NIPUHUMAIICH BHE 3aBUCHMOCTH OT
npuemMa nuinH.

Pacnpeodenenue

Ces3biBanue ¢ Genkamu r1asmpl kpoeu Huskoe (10—40%). Bnarosaps BHICOKOH JMNOQUIBHOCTH
POMUHUPOIN XapakTepH3yeTCs 3HAYMTENbHBIM OOBEMOM pacripe/leNeHus (npubnuzutensHo 7

n/Kr).
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Memabonuzm
PonuuuMpos NpenmyILeCTBEHHO MeTabo3MpyeTCs H30(PepMEHTOM CYPI1A2. Metaboaur ponu-
HHpPOJIa B OCHOBHOM BBIBOAMTCS MOYKaMu. B Moziensax fopamMuHepriaueckom AUCPYHKLUU Ha XKH-
BOTHBIX OCHOBHOM MeTabonuT Obit Kak MUHUMYM B 100 pa3 MeHee akTHBHBIM, YEM POTTMHHUPOJL.
Buigeoenue

B cpeanem nepuon mosyBbiBefeHus (T») ponuHUposna U3 CHCTEMHOTO KPOBOTOKA COCTABAACT
0K0/10 6 4. YBeINueHHE NPOJOIKHTENLHOCTH CHCTEMHOTO AeiicTBUs ponMHUpona (Cmax 1 AUC)
NPUGTU3UTENBHO MPOTNOPLHOHANBHO YBETHUYCHHIO JI03bl. OTCYTCTBYIOT OTIHYMSA B BBIBEICHUH
PONMHUPONA 110CTE OAHOKPATHOTO W MHOTOKPaTHOTO NMPHEMa BHY TPb.

Ocobule 2pynnvt nayueHmos

ITaLMeHTHI MTOXUIOr0 BO3pacTa

KnupeHe ponMHHpoNa nocse npuemMa BHYTPh CHIDKAETCs NpUOAM3NTENbHO Ha 15% y MOXHIIbIX
NaLKeHTOB B BO3pacTe 65 NeT M cTaplie Mo cpaBHeHHIO ¢ Gonee MonoabiMK nauuentamu. Kop-
PEKLIMA 0361 Y JAHHON KAaTeropHy MaLHEHTOB HE TpeOyeTes.

[TaupeHTH ¢ HapyLieHHeM GYHKLMH MOYEK

dapMaKOKHHETHUECKHE MTOKA3aTelM HE H3MEHSIOTCS Y TMALMEHTOB ¢ HapyLueHHeM GyHKLWH ro-
ueK JIErKo# U cpefiHeii cteneHy U 6one3Hpto IlapkuHCOHa.

VY MalMeHTOB ¢ KOHEYHOMH cTajuell MoYeyHOM HeJOCTATOYHOCTH, HaXOASIIKWXCS Ha MOCTOAHHOM
reMoaManu3e, KIMpEeHe PONMHUPONa NpH NpUeme BHYTPb CHIXKaeTcs npumepHo Ha 30%. Peko-
MEHIOBaHHAs MaKCMMaJibHasl 103a OrpaHHyeHa 0 18 Mr/cyTku y naumeHTtos ¢ 6onestbio Tlap-
KHHCOHA.

[lepuoa 6epeMEHHOCTH

[IporHo3upyeTcs, 4To (buauonomqeékue M3MEHEHUS BO BpeMst OEPEMEHHOCTH (B TOM YHCJI€ CHH-
meﬂhe akTuBHOCTH n3odepmenta CYP1A2) nocteneHHO NpUBEAYT K YBENMUYEHHUIO CHCTEMHOH
3KCMO3MLMK PONMHUPONA B OPraHu3Me MaTepH (10CTUras NpUGIM3UTENbHO 2-KPAaTHOTO yBE/HYe-
HMS K TPETbEMY TPUMECTPY Ha OCHOBaHHH dmé.uonomqecxn 000CHOBaHHOH apMaKOKHUHETHYE-

CKOM Moaenn).

Iloka3zaHHus K NIPHMEHEHHIO
bonesns IlapkuHcoHna:
e MOHOTEpanus paHHUX CTajuii 3a601€BaHUA Y NALMEHTOB, HYXKIAIOWKMXCS B 10aMHHEp-
TMYECKOM TEpanmHu, 4TOGbI OTCPOUYMTb Ha3HAYEHHE NPENApaToB JICBOAONBI.
e B KayecTBE KOMOMHUPOBAHHOH Tepanuu y MaLMEHTOB, MOJYyHAIOLIMX Npenaparsl JICBOA-
Ollbl, B LEJIAX MOBBILIEHHS 3P (EKTUBHOCTH HCBOJlOI]bl‘, BKJIIOYAsi KOHTPOJIb (QIIyKTyaumni

TepaneBTUYECKOr0 JeicTBUA neBodonsl  (peHomeH «BK/IIOYEHUS-BLIKIIOUEHUA») H
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s¢pdekra «KkoHLA 103b1» Ha HOHE XPOHUUECKON TEPATMK JIEBOAOMLI, @ TAKXKE B LENAX CHH-

KCHUSA CyTO‘lHOﬁ A03bI JICBOAOIIBI.

IIpornBonoxa3zanns
¢ JloBbllIeHHAs 4yBCTBUTENBHOCTb K PONMHUPOJY WM JIIOOOMY M3 KOMIIOHEHTOB Mpena-
paTta;
e bepeMeHHOCTb U MepHO/ IPyAHOTO BCKapMITHBAHUS;
e HapyleHus QpyHKUMHM NeUeHH;
e Tsxenble HapyuwieHUa QyHKUMH novek (kaupeHe kpearuHuHa (KK) <30 ma/mun) y naum-
€HTOB, KOTOPBIM HE MPOBOAUTCS PEryJISIpHBIA FEMOAHANN3;
e Peaxue HacneaCTBEHHbIC 3a00IEBaHUA: HEMEPEHOCUMOCTD JIAKTO3bI, JIAKTa3HasH HEA0CTa-
TOYHOCTb, CUHAPOM IJIIOK030-raNaKTo3HOH MaababcopOumnu;
e Bo3spact 1o 18 ner;
e Ocrtpelii Ncuxo3.
C ocmopoxcnHocmbio
B cBs3u ¢ hapMakonoruueckuM JeHCTBHEM POTIMHMPONA €ro cliedyeT Ha3HayaTh ¢ OCTOPOXKHO-
CTBIO MALIMEHTaM C TKENOoH c'epneqﬂo-cocynucmﬁ HEJ0CTATOUHOCTHIO.
PonuHKMpo MOXHO Ha3Ha4aTh MalMeHTaM ¢ MCUXOTHYECKUM PacCTPOHCTBOM B aHAMHE3E TOJIBKO

B TE€X cny4asax, €CIN OXuJaemas 1noJjib3a OT €ro NpuMEHEHHA NpEBLIIIACT MOTEHLUAIbHBIA PHUCK.

IIpumeHeHHe NpH GepeMEeHHOCTH H B NEPHOJ] IPYAHOr0 BCKapMJIHBAaHHA

DepmunbHoCcmb

JlaHHbI€ MO BJIMSHUIO POMTMHUPOIIA HAa PePTUIILHOCTD Y YeNIOBEKA OTCYTCTBYIOT. B nccnenosanusx
depTHABHOCTH Y CaMOK KPbIC G110 OTMEHEHO BAMSHUE HA UMMNAHTaLMIO. Binsnue Ha GpepTHIib-
HOCTb Y CaMLIOB KPbIC HE YCTAHOBJIEHO. '

bepemennocme

AJleKBaTHbIE Y XOPOLIO KOHTPOJIUPYEMbIE UCCIE0BaHUS 110 OLIEHKE MPUMEHEHUS PONIMHUPONA Y
OepeMEHHbIX JKEHIIUH He NpoBoAUAKCh. KOHUEHTpaLUsa ponvMHHPOIa MOXKET MOCTENEHHO yBE/H-
YUBATHCA BO BpeMsi OepeMeHHOCTH. B Hcene1oBaHUAX Ha )KUBOTHBIX Oblla IPOAEMOHCTPUPOBAHA
sMOpurodeTanbHas TOKCHYHOCTL. He pekoMeHiyeTcst NPUMEHSTh pOTIMHUPOJ1 BO BpeMs DepemMeH-
HOCTH 33 UCKJIIOYEHHEM CTy4aeB. KOrAa I0TEHUHAIbHas 110/1b3a AJI MALMEHTKH MPEBLILIAET BO3-

MOXHBIH PUCK 1T TUIOAA.
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Hepuoo epyonozo eckapmrusanun
JlanHble, Kacarollyecsi NMPOHUKHOBEHUS POMMHHPOJA B IPYJHOE MOJIOKO Y 4YenoBeKa, OTCYT-
cTBYIOT. PonHKipon onpeensics B MOJOKe y Kpbic. KopMsALIMM jxeHLMHAM He CleAyeT NpHMe-

HATB PONTUHHUPOJI, TIOCKOJIBKY OH MOXET IOJaBJIATH JIAKTALHIO.

Cnoco® npuMeHeHHs H 103bl

Bspocasie

BHyTps.

CuHapaHo clieAyeT NPUHUMATE 1 pa3 B CyTKH B OJIHO U TO XK€ BpeMs BHE 3aBUCHMOCTH OT MpUema
nuiid. TabneTku NpUHUMATD LIEJIMKOM, HE Pa3)KEBbIBas, HE pa3jlaMbIBast.

Heo6x0auMOCTh TUTPaLMK A03bI JO/HKHA PACCMaTPUBATLCS NIPU NPOIyCKeE 103kl (0AHOM U Hosiee).
PekomeHayeTcst CHHXKEHHE A03bI B TOM CJIyyae, €C/IM MALMEHT UCTIBITHIBACT COHIMBOCTD Ha JIto-
6oM aTarne noadopa A03HI. '
[TpH pa3BUTHH APYTUX HEXENaTeIbHBIX peaKLMi HEOOX0AMMO CHU3HUTD 103y Mpemnapara ¢ rnocie-
AYIOLIAM MOCTENEHHBIM YBETMUEHUEM O3B

PekoMeHyeTcst HHAMBHAYANBHBIA MOAGOP 03Bl B COOTBETCTBUH € 3D(EKTHBHOCTHIO U MEPEHO-
CHMOCTBIO Tpenapara.

Monomepanus

Hauano nevenua

® coctapnser 2 Mr 1 pa3s B CyTKH B Te-

PekoMeHnoBaHHas ctapToBas Ao3a npenapata CHHIpaHON
yeHWe OHON Heaenu. B mocneacTBUM 403y YBEAMYMBAIOT HA 2 MI' ¢ MHTEpBaNaMu He meHee |
Heaenu 1o 8 Mr/aeHn.

Henens 1 2 3 4

CyrouHas 103a (Mr) 2 4 6 8

Toooepiicusarowyas 0osa

Ecnu nocne nogGopa 10361 TepaneBTHUECKU 3 deKT HenOCTaToqﬂd BBIPAXKEH MJIH SBJISAETCS HE-
CTOMKMM, MOXHO TIPOJO/DKHTD YBEIMUEHHE CyTOUHOM 103bl Mpenapara Ha 4 Mr ¢ HHTepBalaMH
1-2 Hemenw (10 AOCTHXKEHHMsS HEOOXOAMMOro TepaneBTHuYeckoro addexra). Jloza MoKeT ObITh
M3MEHEHA B 3aBUCHMOCTH OT TepaneBTHuYecKoro 3dpdekra u yBennyeHa 10 MaKCUMaJIbHOM J103bI

24 mr 1 pa3 B CyTKU.

Koméunuposannas mepanus
TMpu npuMeHesnn Npenapata CHHAPaHON"® B 103aX, UCMONB3YEMBbIX PH MOHOTEPANHH, B KOMGH-

HallMKM ¢ MnpenapaTtaMy JE€BOAONBI. A03Y JICBOAOMNBI MOXHO TOCTENCHHO YMCHBUIHUTD (B
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3aBUCMMOCTH OT KanHHyeckoro 3¢dekra). B kKMARYECTKIX HCCIEIOBARIX Y TIALACHTOB; OAHO
BPEMEHHO NOJTYYaloLIUX POTTHHUPOI B TabaeTKaX ¢ 3aMe1JIEHHBIM BHICBOOOXKAEHHEM, 103y JIEBO-
JIOTIBI TIOCTENEHHO CHWXKANHM NpUbIM3uTeNbHO Ha 30%. V nauMeHTOB ¢ nporpeccupyrollei gpop-
Moii 3a6071eBaHKsl, IPUHUMAIOLIMX POMMHUPOJ B KOMOMHALMHM € NperiapaTamMH JICBO/IOMIbL, B Me-
PHOJI TUTPALMH J03bI POTIMHUPOIA MOXKET BOSHHKHYTb AUCKUHE3USA. CHKeHHUe 103b1 IPENnapaToB
JE€BOJIONBI MOXET NPUBOIUTD K ymeuﬁmenmo JAHHOM CUMITOMATHKH.

Ommena mepanuu

Kak 1 B ciyyae ¢ ApYyrdMH 10hpaMHHEPrUYECKUMUM MperiapaTamy, CHHJpaHON Cle/lyeT OTMe-
HATh, IOCTENEHHO CHIXKAA CYTOUHYIO 103y B TeueHHMe He MeHee | Hexeny.

Ecu neveHue GbUIO NPEpBaHO Ha | JeHb M A0JIbLIE, TO MPH BO30OHOBICHHH TEPAMUK CICAYET
PaccMOTPETh BOTMPOC O HEOOXOAUMOCTH TUTPALIMH 03I \
Ocobble zpynnsi nayuenmos

Hoorcunvie nayuenmot

HecMoTps Ha BO3MOXXHOE CHIKEHME KIMPEHCa npenapara y MauueHTOB B BO3PACTE 65 net u
cTaplile, THTPALMIO 03bl POMHHMPOIIA Y AaHHOH KaTeropuu NauneHToB NPOBOAAT Kak 0OBIYHO.
Iayuenmvl ¢ HapyweHUAMU YHKYUU NOYEK

Hapyuienue yHkyuy nouex 1e2koi 1 cpeoHell CmeneHu maxcecmu

Y NalueHTOB ¢ HapyIIeHHeM (GYHKLMH MOYeK JIETKOH 1 Cpe/IHeH CTENEHHU TAKECTH (KIMPEHC Kpe-
aTuHKHa 30~50 MJ/MHH) KJIMPEHC POIIMHUPOIIA HE W3MEHAETCA, KOPPEKLMH 03Bl POTIMHUPOJIA HE
TpebyeTcs.

Iayuenmol ¢ KOHEYHOU CMAaouel NOYeYHOU HeOOCHMAMOYHOCIUY, HaxooAwWUuecs Ha 2eMooUuaIu3e

PexomeHayemas HayajabHas 103a ponuuupona coctagnseT 2 mr 1 pas B cytku. [locnenyromee
yBeJIMyeHKe J03bl J0DKHO OCHOBBIBATHCS HA OLICHKE NMEPEHOCMMOCTH sbdexruBHOCTH. Makcu-
ManbHas CyTO4Has 1032 Y MalUUEHTOB, HAXOAALUMXCS Ha MOCTOAHHOM IEMOAMANU3E, COCTABACT

18 mr. BBeaeHue NOMAEPKUBAIOIIMX /103 NOCIIE NPOBEACHHs reMo/iManusa He Tpedyercs.

IIobouHoe aelicTBHE

HexenartenbHble peaklldy, NPeACTaBIEHHBIE HIKE, IEPEUHCIIEHBI B COOTBETCTBHH € MOpaKeHUEM
CHCTEM OpraHOB M YacTOTO# BCTpeyaeMOCTH. 1acToTa BCTPEHaeMOCTH ONPEACIIACTCS CIeyOLLIMM
obpazom:

oueHb yacto: >1/10;

yacto; ot >1/100 go <1/10;

"euacto: ot >1/1000 no <1/100;

peako: ot >1/10 000 no <1/1000;

ouenb peaxo: <1/10 000,
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HAW TOCTYITHBIX J.LdHHbIA).

B Xo/ie poBeAeHUs KJIMHUYECKUX MCCIIE10BaHIA PONHHKPOIa B ¢popme TabNIETOK MPOJOHTHPO-

BAHHOTO JACHCTBUA Hanbonee 4acTo €co001AaN0Ch O HEXENTaTENbHBIX PEaKUUAX B ciydyae MOHOTC-

panvy U O JMCKHHE3HUHU B cliy4yae KOM6HHMPOB3HHOﬁ TCpanuu ¢ JIEBOJIOTOM.

Yacmoma ecmpeuaemocmu He.)icwlame.rlbublxpeaxuu[c

IIpuvenenue 6 kayecmee
MOHOmepanuu

Ipuvenenue 6 cocmage
KOMOUHUPOBAHHOIU mepanuy

Hapywenus ncuxuxu

4acTo

I raJyITlOLHHAUHWH

Hapywenus co cmopoHbl HEPEHOU CUCHEMbl

OYCHb 4acTO

COHJIMBOCTDH

JIvckunesus™

4acTo

FOJIOBOKPYXEHHE (BKJ'IIO“[BSI
Beanro), BHE3aMHOEC 3achblna-
HUE

COHJIMBOCTb, FOJIOBOKpYXe-
Hue (BK/IKOYAs BEPTHIO), BHE-
3alHOE 3aChIlIaHHe

HUH JUCKHUHE3NHU.

* Y mauuMeHToB ¢ nporpeccupyiotieit popmoii 6onesnu [apkuHcoHa B IEPHOA HAYANBHOH THT-
paliy 103kl POTIMHUPONA MOXKET BOSHMKHYTh AMCKHHE3WsA. B KIMHMYECKMX MCCCNOBAHUAX
ObI0 MOKa3aHO, YTO CHHIKEHHME J03bl JIEBOLOTIbI MOKET MPUBOANTD K YMEHBLICHUIO NPOsIBIIC-

Hapywenus co cmopoHsl cocyoos

4yacTo

OpTOCTaTU4YECKasA runoTCH-
3Us, THINIOTCH3UA

HEYacTO

opToCTaTU4ecKast runoTCH-
3Ud, TMINOTCH3UA

Hapywenus co cmopoub scey0oyHo-kuuteyno2o mpaxma (KKT)

OYCHb HacTo

TOLWIHOTA

JacTo

3arnop

TOUIHOTA, 3aMop

O6uwjue paccmpoiicmea u HAPYULEeHUs 8 Mecme 86e0eH sl

4acTo

| nepudepuueckue oteku

B JlOl'IOJ'lHCHl/lé K BBILICMICPECHUCIICHHBIM HEXeEJaTeNbHbIM peaKiUsAM B XOA€ KITHHHYECKUX HCCJIC-

A0BaHMil ponuuupona B Gopme TabJIETOK, MOKPHITHIX MICHOYHOH obonoukoi (8 mo3e no 24

MI/CYTKM), C y4acTHEM MauueHToB ¢ GonesHbio IlapkuHcona W/uan B X0/le NOCTPErHCTPaLHOH-

HOroO Ha6J'llOlleHMﬂ OblIH BBISIBJIEHbI CIeAYHOLIUE HEXENATEIIbHBIC peaKuuHu:

IIpuvenenue 6 kavecmee
MOHOmMepanuu

IIpuvenenue 6 cocmase Kov-
OUHUPOBAHHOU mepanuu

Hapywenust co cmoponsl WMMYHHOU CUCMEMbl

HEHU3BCCTHO

peakUuH TUNEPUYyBCTBUTECIBHOCTH (BKIHO‘{aﬂ KpanuBHHULY,

Hapywenus ncuxuku

AHCMOHEBPOTHYECKUH OTEK, KOXKHYIO Chillb M KOXKHbIA 3y /1)

JacTo

| ciyranHocTh co3nanus

HEe4YacTo

[ICUXOTHYECKUE PeaKLMK (MCKIOUas Fa/IIOLMHALMK), BKITIO-
yas JeTUpHi, Ope, MapaHoiio

O4YCHb PCIKO

MaHHUs

HEU3BECCTHO

arpeccus™, CHHAPOM J0(haMMHOBOH AMCPETYIALMU, CHHAPOM
MMy IbCUBHBIX BIICUEHHH**, BK/IIOYast MaTONIOrMYECKOE BJie-
YeHHe K a3apTHLIM UrpaM, HENPEOA0IMMOE BICYCHHUE K
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MOKYIKaM, NepeeAanme, TANEPCeKCYATBHOCTE W TTOBBIICHHOT
07 (833 010s)

* Arpeccus CBA3aHa ¢ ICHXOTUYECKMMH PEaKLMAMH U KOMITY TbCHBHBIMHU CHMITTOMaMH.
**[]aTONIOrMYECKOE BEUEHHE K A3aPTHBIM UIPaM, NOBbILIEHHOE JMOU0, HENPEO0IUMOE BIIC-
YyeHye K TPaTaM Wik MOKYIIKaM, Tiepee/latie MOTYT BO3SHUKATh y MalUeHTOB, MOyHalolux ne-
yeHue 10(GaMUHOBBIMM arOHUCTAMH, BKIKOUAs Cunapanon®, TabneTky ¢ NPOSOHTHPOBAHHBIM
BBICBOBOKICHUEM, TIOKPBITbIE TIEHOYHOH 000/104KOi.

Hapywenus co cmopoHbl HepEHOL CUCIEMbl

O4YeHb YacTo 0OMOpOK | COHJIMBOCTD

HEYacTo BBIPAXKEHHAsS COHITMBOCTD B IHEBHOE BPEMSl, BHE3AIMHOE 3aChl-
raHue

Hapywenusi co cmoponbvl cocyoos

He4YacTo . OpTOCTATHYECKAasA FMIIOTEH3US, rMNOTeH3UA ¥ ** WK FMNOTEH-
3Us, PEAKO TSOKEJION CTENEHH

***KaK U B CIlyyae ¢ APyTMMH aroHHCTaMu Jodamuna, Ha GoHe ieyeHHs PONUHHPOJIOM
Ha61I01a1ach THTIIOTEH3Ms, BKJTIOYAsi OPTOCTATHYECKYHO MTMITOTEH3HIO.
Hapywenus co cmopoHsl OblXame1lbHOl CUCHEMb, OP2AHO8 2pYOHOIl K1emKU U CPeOOCMEeH U

HEYaCTO HKOTa

Hapywenus co cmopouvt JKKT

OYEHb YaCTO TOLIHOTA
4acTo pBOTa, W3xora, 6onb B 06na- | UKOra
CTH XHBOTA
Hapywienus co cmoporbl nedeHuy U Jce14e6ble00syux nymeu
HEHU3BECTHO HapyllieHHs GyHKLUMHM NIEYeHH, B OCHOBHOM, MOBBILICHHE aK-

TUBHOCTH «MCYCHOUYHDLIX» q)CpMCHTOB

Hapywtenus. co cmopoHvl penpoOykmusHOLU CUCHEAbL U MOTOYHBIX Jiceles

HEHU3BECTHO | crioHTaHHas 3peKuKs MONOBOTO YJieHa

Ob6uyue paccmpoticmea U HAPYUEHUS 6 Mecme 66e0eHUs

4acTo OTEeK HIKHUX KOHEUHOCTEH
OYEHb PEIKO CHHJIPOM OTMEHBI Mpenapara****

*%%% ClHPOM OTMEHBI ArOHNUCTOB fohaMuHa (BKTOUas OECCOHHMILY, aMaTHIO, MOBBILICHHOE
6eCMOKOHCTBO, ASNPECCHIO, MOBBIIEHHYO YCTAIO0CTh, NOTJIMBOCTE U 601B).

Ilepeao3upoBka

CumnmoMsl; B OCHOBHOM CBS3aHbI ¢ 10(aMHUHEPrUeCKUM JeACTBHEM (TOLIHOTA, PBOTA, roJIoBo- -
KpY»KeHHE, COHNUBOCTD).

Jleuenue: Ha3HAYEHHE AHTArOHMCTOB AO(QAMUHOBBLIX PELENTOPOB, TAKUX KaK THITMYHbIC HEHPO-

JIENITHKH U MCTOKJTIOITpaMH .
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BiaumoeiicTBHE ¢ APYTHMH JI€KaPCTBEHHBIMH CPEACTBAMH
TunuuHble HEHPONENTHKY U APYTrHe J0daMUHOBBIE AHTATOHNCTI IEHTPAILHOTO JeUCTBHUsA, TAKHEC
KaK CyJNbIUPU/L WK METOKIIONpPaMu/L, MOTYT yMEHbLIATE 3¢ ¢deKTHBHOCTH POMIMHUPOJIA H, CEA0-
BATENBHO, CleyeT U36eraTh OAHOBPEMEHHOTO NPUMEHEHUS STUX MPENapaTos ¢ POIIMHHPOITIOM.
He oTmeueHo hapMaKoKUHETHYECKOTO B3aUMOEHCTBH MEXKAY PONUHHUPOJIOM H JIeBOJIOTION MM
JOMIIEPH0OHOM, KOTOpoe MoTpeboBano Obl KOPPEKUMH 103 STHX MPENapaTos.

Ponuunpos He B3aMMOACHCTBYET C IPYTHMH IPENapaTamu, 4acTo HCMOIb3y EMBIMI 1A neYeHus
6one3nu [TapkuHcoHa.

VY nauuedToB ¢ 6one3nbio [TapKMHCOHA, MPMHUMABLINX OJJHOBPEMEHHO HUIOKCHH, HE ObLIO BEI-
ABJIEHO B3aMMOICHCTBHS AMIOKCHHA C POTIMHUPOJIOM, KOTOpOe MoTpeGoBano 6kl KOPPEKLMH 103
POIMMHUPON, B OCHOBHOM, MeTab0M3UPYETCs H30(hEPMEHTOM CYP1A2 ¢depMeHTHOH CUCTEMBI
uutoxpoma P450. PapmMakoKHHETHYECKHE HELICI0BAHNA Y MALIMCHTOB C 6onesnbto [TapkuHcoHa
nokasanu, 4to umnpodokcaurt ysenuunsaeT Cmax 1 AUC ponuuupona NpHOJIU3UTENBHO Ha
60% u 84% COOTBETCTBEHHO. B CBA3M € 5TUM, Y NALKMEHTOB, MOJIYYalOWIMX POTHHUPOI, €0 1032
JIOJKHA ObITh CKOPPEKTHMPOBAHA MPH HAa3HAYEHWH M OTMEHE MpEnapaTos, MHMMOMPYIOLIMX H30-
depment CYP1A2, Hanpumep, uunpodokcalliia, SHOKCauHa iH (iyBOKCaMHUHA.
DapMaKOKHHETHYECKOE MCCIIEI0BAHHE JIEKAPCTBEHHBIX B3aUMO/ICHCTBHI y MaLMEeHTOB ¢ GoJies-
Hbto [TapkMHCOHA MeX/y POMUHHPONIOM M TEOQHILTHHOM, SIBIAKOLMMCS cyberpatoM uzodep-
menta CYP1A2. nokasano, uto $papMaKOKMHETHKA IIPenapaToB He u3MeHseTcs. B caA3u ¢ ueM
TpH OHOBPEMEHHOM IPUMEHEHHH POTTHHUPOIA € IPYTHMH cybetpatamu usodepmenta CYP1A2
papMaKoKUHETHKA PONMHUPONA HE U3MEHAETCS.

[MoBblleHHE KOHLEHTPALMH POMKMHMPOJA B MaazMe HaGMOAaNoCh y MNauMeHTOB, MONy4aBIInX
3CTPOreHbl B BLICOKMX 1033X. Y MalUMEHTOB, NOMYYaIOWHX 3aMECTUTEIbHYIO FOPMOHATIBHYIO Te-
panuo 0 Hayasa NeueHus PONUHAPOIIOM, JIEYEHHE PONIUHHPOIOM MOXKET ObITb HAYATO IO OObIU-
Hoit cxeme. OaHako, B chyqae NpeKpalleHus 3aMECTUTEIbHOH rOPMOHAILHOH Tepanuu WIiH
Hauana ee BO BPeMs TEPaMMu POIMHUPOJIOM MOKET NOTPeOOBATHCA KOPPEKLIMA A03b.
HHbopMalUm1u 0 BO3MOXKHOCTH B3aUMO/CHCTBHS POMIMHUPO/IA U aIKOTOJIA HET. Kak u B ciyyqae ¢
APYrMMH MpenapaTaMH LEHTPAILHOTO ACHCTBHSA, NMALMEHTbI JOKHbI ObITh MPEAYNPEKAECHBI O
HEOOXOAMMOCTH BO3JEPKATHCS OT MPHEMA aNKOrOoJIsl BO BpEMs JIEUEHHS PONMHHPOJIOM.
M3BecTHO, uTO HUKOTHH MHAYyLMpyeT u3odepmenT CYPIA2, nostomy B Ciiy4ae, €C/IH NAlLMEHT
HAYMHACT WIH MpeKpalaeT KypeHue BO BpeMs JICYeHHs PONMHMHUPOJIOM, MOXKET notpeboBaThbCs

KOppPEKIHA NO3bI.
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Ocobbie yKa3aHHust
[MTauueHTOoB cneayeT NpeaynpeanuTh O BO3MOXKHOM Pa3BUTHH COHJIMBOCTH MJIM MM30/aX BHe3arl-
HOTrO 3achillaHUsi, MHOT/AA HE MMPEABAPAIOLMXCA COHIMBOCTBIO. B ciyyae BO3HHKHOBEHMs TaKHX
peakuuit ciielyeT pacCMOTPETh BO3MOXHOCTb OTMEHBI Tepanuy. PeKOMEHyeTCst MOHUTOPHHT ap-
TepHaTbHOTrO JABJIECHHUS HW3-3a BO3MOXXHOCTH Pa3BUTHSA OPTOCTATHYECKOH TMIOTEH3HH.
Paccmpoiicmea umnynbcHozo KOHmpoaa

VY nauueHToB, NPUHUMAKOILMX A0(paMHHEprUYecKue n‘penapaTbl, B TOM YHCIIe ponuuubon, c006-
AJI0Ch O CHHAPOME MMITYJIbCUBHBIX BJIEYEHHil, BK/IHOYAs KOMITYJbCHBHOE MOBEJCHHE (B TOM
YHCJIE NATOJIOTMYECKOE BIEUEHHE K a3apTHBIM UIPaM, MMIIEPCEKCYanbHOCTD, HENPEOAOINMOE Ble-
YeHHe K MOKyIKaM, MepeeaHne) n MaHuio. PaccTpoiicTsa BiieyeHH s, Kak NpaBuio, oOpaTUMBI
Nocje CHHXEHHst 103b1 MM OTMEHHI TipenapaTa. B HEKOTOpPBIX ciydasX MpU NPUMEHEHUH POMH-
HHUpOJIa APYTUMH QAKTOPaMH PUCKA MOTYT ABJIATbCA KOMITYJIbCHBHOE NTOBEAECHHE B aHAMHE3€e UJIH
COUYETaHHOE MPUMEHEHHE HECKOJIBKUX 10 aMUHEPTHYECKHX MpenaparTos.

310KkauecmeeH bl HelpOIenMUYECKUT CUHOPOM

Coofwanock 0 CUMNTOMAX, XapaKTEPHBIX ISl 3JI0KAYECTBEHHOTO HEHMpPOJENTUYECKOTO CHH-
ApoMa, MocJjie pe3Koi OTMEHBI Tepanuu aroHucTamu gogamuna. [loatomy pexomeHayeTcs nocre-
neHHasi OTMEHA Mpernapara.

CuHOpom ommeHbl azoHUCmMos oohamuna

[Tpu npexpalleHHy neueHus y nauueHToB ¢ 6ose3Hbto [lapkHHCOHA ponMHMpON cieayeT oTMe-
HATH MOCTENeHHO. BO3MOXKHO pa3BUTHE HEMOTOPHBIX NOOOUHBIX 3PPEKTOB NpU MOCTENEHHOM
CHI)KEHHMHU J03bl HJIK OTMEHE aroHUCTOB JodamuHa, B TOM uucie ponuHupona. K takum cumnro-
MaM OTHOCSTCS anaTus, TPEBOXKHOCTb, IENPECCHS, YTOMIAEMOCTb, YUPE3MEPHOE MOTOOTAEIEHHE U
6onb (MHoraa cuabHas). [launmeHtam cieayet cooOUIMTL 00 3TOM 10 NOCTENEHHON OTMEHBI aro-
HUCTOB J0damuHa, U 3aTeM CIEAYET PeryjsipHO KOHTPOJIMPOBATb COCTOAHME mnauueHToB. Ilpu
CTOWKMX CUMOTOMAX MOXET NMOTPeOOBATLCS BPEMEHHOE HOBbILLEHHE N03bl pONHHUPOA.
TaGneTky 103UPOBKOI 4 MI' COAEPIKAT a30KPACHUTE b COTHEUHBIH 3aKaT XKENThIH, KOTOPbIH MOKET
BbI3bIBATh a/NIEPrHYECKUE PEAKLIHH.

Ipenapar Cunapanon®

BbIITyCKaeTCa B BUAE TabJETOK MPOJOHIHPOBAHHOIO ACHCTBHSA, MOKPbI-
TBIX MJIEHOYHO# 060T0UKOMH, O CBOHCTBOM BLICBOOOXKAEHHUs AEHCTBYIOLLErO BELIECTBA B Teye-
Hue 24 yacoB. B ciyyae ObICTPOro MpoxoskKAEHHs NpenapaTa yepes KeayA0UHO-KUILIEYHbIH TPaKT
CYLIECTBYET PHCK HEMOJHOTO BBLICBODOXKICHHA JIEKAPCTBEHHOTO BELIECTBA M MEpPEXOAa €ro
ocTaTKa B CTYJI.

Creyuanvhas ungopmayus no 6CHOMOCAME.IbHbIM 8CLCCMBAM

Tpenapar Cunapanon® TabneTky ¢ NPONOHTMPOBAHHBIM BHICBOGOXK 1EHHEM, TIOKPHITHIE TLIEHOY-

HOM 000J104KOIA, B 103UPOBKE 2 MI COAEPXKHMT JIAKTO3Y, MO3TOMY MPOTHBOIMOKA3aH MNaLHUEHTaM ¢
10
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AebULMTOM JIaKTa3bl, HEHEPEHOCMMOCTBIO NAKTO3bl, CHHAPOMOM [IFOKO30-TallakTO3HOH Majlbal-
copOuuu.

Bauanue na cnocoénocme ynpagname mpancnoprﬁubwu cpeocmeamu U Mexanusmamu
PonyHupos MoKeT 0Ka3blBaTh CYILECTBEHHOE BIMSHUE HA CMIOCOOHOCTH YIPABJIATh TPAHCIOPT-
HBIMM CPEICTBAMH WIIH HCNOJIb30BaTh MEXaHH3MBI. [alieHTI, NpHUMAIOIE POMTUHUPO, TIPH
HATHYMH CUMITTOMOB COHNHBOCTH M/HITH BHE3AIHOTO 3aChIMAHMUS, 10DKHDI GbITh NpoHH(pOpMHUpO-
BaHbl O HEOOXOAMMOCTH BO3JAEPKHMBATHCS A0 pa3pelleH s MOBTOPSIOLINXCS SMU300B U COHJIH-
BOCTH OT YMNpaB/i€HHs TPAHCIIOPTHBIMH CPEACTBAMH UM BOBJICYEHHS B IeHCTBUS (HanpumMep, uc-
NO0JIb30BAHME MEXAHM3MOB), MpPH KOTOPBIX HAapyLIEHHE BHUMAHHA MOXET CONpPOBOXKAATHCS
PUCKOM Pa3BUTHS CEPLE3HBIX TPABM HJIH JIETANLHOTO UCXO0/JA C YHaCTHEM NMallMEHTa WK OKpYKa-

HOMUX.

®opma BbINyCKa

TabneTku ¢ NpOJOHTUPOBAHHBIM BBICBOOOXIEHHEM, MOKPHITHIE TIICHOYHOI 0b6004KOH 2 Mmr, 4
MT, 8 Mmr.

[To 14 Tabnerok B GyicTepe U3 MOMUBHHUIXIIOPHIA/ IOIUTPUPTOPXIOPOITHIIEHA //amOMHUHHE-

BO# ¢osnbru. 2, 4 unu 6 61UCTEpOB BMECTE C HHCTPYKLMEH MO MPUMEHEHHIO B KAPTOHHOI Nayke.

YceiaoBus XxpaHeHHs

ITpu Temneparype ne Bbiwe 25 °C.

Yxa3anue Ha He0oOXOAHMOCThH xpauennn JIEKAPCTBEHHOrO Mpenapara B MecTax, He0CTy -
HBIX AJ9 JeTel

XpaHuTb B HEJIOCTYMHOM A1 AeTeil MecTe!
Cpok rogHocTn
3 ropa.

He ucnonb3oBaTh o HCTEUEHUH CpoOKa roqHOCTH, YKa3aHHOIr0O Ha YTIaKOBKeE.

YeaoBus ornmycka

OtnyckaeTcs Mo peLenty.
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¥

~ lepxareib perucTpauHOHHOro ynocfonepennn
3A0 «(Dapmaues_mqecxm‘i 3aBog DI'UC»,

1106 Bynanemur, yn. Kepectypu 30-38, Benrpus
Tenedon: (+36-1) 803-5555

Hpounssoaureinn ,
PHARMATHEN INTERNATIONAL S.A./ DAPMATEH MHTEPHELLHJI C.A.
['perust

Industrial Park Sapes, Rodopi Prefecture, Block No 5, Rodopi 69300, Greece

‘Opranuszauus, NpUHHMAKOIIAS npeTeﬁsnn OT MoTpedHUTe NN H:
000 «3I'1C-PYCp,

121552, r. Mockaa, yi. Spuesckas, a. 19, 610k B, atax 13
Tenedon: +7 (495) 363-39-66

DnektpoHHas nourta: pharmacovigilance@egis.ru

PyKoBOAMTEb TPYIINbl PETUCTPALIUM

000 «3I'C-PYC» ['anranosa E.B.
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